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REMARKS 

Applicants appreciate the Examiner's careful consideration and indication that claims 
24-28, 30-32 and 36-37 stand allowed and claims 4-13, 21-22, 29 and 35 stand objected to as 
containing allowable subject matter. 

The drawings stand objected to on the basis that Figs. 2-6 have number in the label that 
are not uniformly thick and well-defined and clean. Applicants enclose herewith replacement 
drawings for entry by the Examiner. 

Claims 1 8 and 20 stand rejected under 35 U.S.C. 112, first paragraph, on the basis that 
these claims do not recite semi-permeable filtering elements associated with each stage and 
therefore, the claims are omitting an essential element. Applicants have amended independent 
claim 18 to recite semi-permeable filtering elements and therefore, this rejection is moot and should 
be withdrawn. 

Claims 21-22 and 29 stand rejected under 35 U.S.C. 112, second paragraph. The 
amendment to claim 18 obviates the rejections of claims 21-22. With respect to claim 29, 
Applicants are confused by the Examiner's statement since in the Office Action, the Examiner states 
that claim 29 is indefinite for failing to point out that the first potting compound permits fluid 
communication between the second inner header space and the second semi-permeable filtering 
elements. However, this language is precisely recited in claim 29 and therefore, Applicants do not 
understand how the claim can be indefinite for failing to recite language that is in fact recited in the 
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claim. Applicants have made a slight amendment to claim 29 only in an effort to make sure the 
Examiner understands the location and function of the claimed elements. In view of the foregoing, 
Applicants respectfully request withdrawal of this rejection. 

Claims 1-3, 14-19, 23, and 33-34 stand rejected under 35 U.S.C. 102(e) as being 
anticipated by U.S. patent No. 6,315,895 to Summerton et al. This reference includes a 
hemodiafiltration scheme in which there is a first stage for performing hemodiafiltration and then 
the diafiltered blood is combined with a substitution fluid in an interstage section, that includes a 
substitution fluid inlet, and is then diafiltered in a second stage before being discharged from the 
cartridge. 

Applicants have amended independent claim 1 to better clarify the structure of the 
present apparatus and the differences between the present apparatus and the apparatus in the cited 
reference. More specifically, claim 1 recites a hemodiafiltration cartridge that has a single housing 
that includes a member that divides the housing into a first hemodiafiltration stage and a second 
hemodiafiltration stage. The significant difference between the claimed cartridge and the one 
disclosed in the prior art reference relates the path of the dialysate fluid in both arrangements. More 
specifically, the housing of the cartridge recited in claim 1 includes only one dialysis compartment 
that is common to both the first and second stages. 

In other words, the prior art reference discloses an arrangement where the cartridge has 
an identified dialysis inlet and dialysis outlet for both the first and second diafiltration stages. As 
such, there is a first dialysate compartment associated with the first stage and a second dialysate 
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compartment asssociated with the second stage. Though one can fluidly connect the two dialysate 
compartments (e.g., as by connecting the dialysate outlet of the first stage with the dialysate inlet of 
the second stage), the flow of dialysate through the device connected in this way occurs in a serial 
fashion. 

Conversely, the claimed device includes only one dialysate inlet and one dialysate 
outlet for both of the diafiltration stages. In other words, there is only one dialysate compartment 
and it is common to both the first and second diafiltration stages of the device. Thus, dialysate fluid 
enters the dialysate inlet and perfuses through a dialysate compartment, generally in one direction, 
which contains filtering elements of both the first and second diafiltration stages of the device. 

Applicants respectfully submit that the cited reference fails to disclose or even 
suggest the claimed device since it is not possible in the arrangement disclosed in the prior art 
reference for there to be only one dialysate fluid compartment that is common to both the first and 
second stages. In the prior art reference, there is one dialysate compartment for one stage and there 
is another dialysate compartment for another stage. It is not possible for there to be a single 
dialysate fluid compartment that is common to both stages that are within the same cartridge. 
Accordingly, this feature is lacking and is not even contemplated by the cited reference. 

Based on the foregoing, Applicants respectfully submit that the device recited in 
amended claim 1 is neither disclosed nor suggested in the prior art reference since one or more 
features are neither disclosed nor suggested by the cited reference. 
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Claims 2-16 should be allowed as depending from what should be an allowed 
independent claim 1 . 

Independent claim 17 has been amended to recite a cartridge that includes a housing 
that has a single dialysate inlet and a single dialysate outlet with the dialysate flowing within a 
dialysate compartment common to both the first and second stages and in communication with the 
single dialysate inlet and outlet. Applicants respectfully request reconsideration of amended claim 
17 for the same reasons as to why claim 1 should be allowed. More specifically, amended claim 17 
recites a cartridge with a housing with only one dialysate inlet and one dialysate outlet with the 
dialysate fluid flowing in a dialysate compartment common to both the first and second stages. The 
cited reference fails to disclose or even contemplate a single dialysate compartment common to both 
stages since the cited reference shows multiple cartridges in series with each cartridge having its 
own associated dialysate compartment. 

Based on the foregoing, reconsideration and allowance of claim 17 are respectfully 

requested. 

Reconsideration and allowance of claim 18 are respectfully requested for the same 
reasons discussed above with reference to claim 1 . 

Claims 20-23 should be allowed as depending from what should be an allowed 
independent claim 18, as amended. 

Claims 24-28 stand allowed. 
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Claims 29, as amended, should be allowed as depending from allowed independent 

claim 24. 

Claims 30-32 stand allowed. 

Claim 33 has been amended to recite a method of hemodiafiltration that includes 
diafiltering steps in two different stages. The claim recites that the dialysate fluid flows in a 
compartment that is common to both the first and second stages. For the reasons set forth above in 
the discussion of claim 1, claim 33 should be allowed since the prior art reference does not include 
or even contemplate the use of a single compartment for containing the dialysate fluid. This 
compartment is within the one cartridge and is common to both the first and second stages. The 
prior art device can not include such a compartment. 

For at least the foregoing reasons, reconsideration and allowance of claim 33 are 
respectfully requested. 

Claim 34 has been amended in a similar manner in that the housing is recited as 
including only a single dialysate inlet and only a single dialysate outlet. This is in contrast to the 
prior art reference that discloses an arrangement that can not include only a single dialysate inlet 
and outlet. Instead, each stage includes a dialysate inlet and a dialysate outlet. For at least these 
reasons, Applicants respectfully request reconsideration and allowance of claim 34. 

Claim 35 should be allowed as depending from what should be an allowed independent 

claim 34. 
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Claims 36-37 stand allowed. 


In view of the above, each of the presently pending claims in this application is believed 
to be in immediate condition for allowance. Accordingly, the Examiner is respectfully requested to 
pass this application to issue. 


Dated: October 9, 2003 
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